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WOOEDURF 13. £ F.PER I MEKT ATI ('■ N ON HUMAN SUBJF.CT5 FOR INTELLIGENCE PURPOSES 


A . ^ APPLICAB ILITY 

This procedure applies t o t :;pe r imentation oq human subjects if such experi 
mentation is conducted by or on behalf of a DoD intelligence component. This 
procedure does not apply to exp-i imputation on animal subjects. 

B. EXPLAN ATIO N OF UNDEFINED JF. "IMS 

1- Experime nt ati on in this context means any research or testing activ- 
ity involving human subjects that may expose ruch subjects to the possibility 
of! permanent or temporary injury (including physical or psyehologica l damage 
acq damage to the reputation of stub persons) beyond the risks of injury to 
which ^ such subjects are ordinar ily t xpesed iu their daily lives. 

, , ' ) ‘ * 1 

2. Experimental ion is cnixbn led ori_beha\f of a DoD intelligence com- 
ponent ii it. u conduct "d under coni ract to that component, or to another DoD 
component for the benefit of the intelligence component or at the request of 
such a component regardless of i h? existence of a contractual relationship. 

, 3 ’ *n unie;d includes any person whether or not 

such person is a United States person. 

C . PROCEDUftES 


If Experimentation on human subjects conducted by or 


on behalf of a DoD 


• . n • . -j Bciiau ujl a UQU 

an elligence component may be undertaken only with the .informed . tuascnUflL..Ua 
i dot ur.uc woe «iu guide... inch .issued by Ue Department. of. Jlealtl»..an4 

set ting •■•out. couditvonu that safeguard .the .weliaro-^tliMch^oab- 


2 . DoD iDtel ligeuoe ruaiponcn 
mentation, ou hu.mn subjects vitluv 
tary of Defense, or the Secretary 
as appropriate. 


- r - a y riot engage in or contract for expert- 
it approval of the Secretary or Deputy Secre- 
C'j Under Secretary of a Military Department, 
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■ -nee components to statu and local la's mi- 

rnent authorities only when lives are .-:i 
y pirtired and only pursuant to a request by IV 
• : •! of such authority. Such requests nun.t 
,i. "jved by the Secretary or Under Secret 
. he Army. Under these rimnnstanees ex pi : 
i-.-emiel may be provides: to such agency p: < • 
•led participation h: law t nfoivemont aeti< i- 
■■ s limited as follows : 

(<<•) Only personnel with technical skill:-- 
i caddy available t.n such law enforcement 
; 1 -.unities, which can be ntilwtd to prove. 

• h or serious injury, ,na,v be p-wided; 

(b) Provision of .-.mT, personnel will 1-- 
"’•ted to that necessary to prevent 1 he d ■;.!! 

i ions injury that is threatened, but in m.- 
sluui such assistance be provided for mere 
.1’ hours ; 

(c) Such personnel are not used to np. 
-•■•'lOiMi portions who are mu pec ted of com- 

-imp, or who are tiboi.r to commit, a ori m , 

(d) Use of such pers mnel dies not vi* - 
I-. t he Fosse Corniiatus .Act. 

Ui) Ehwrgeiicy tusict-i tee. In emergency 
!o'is, where lire in eirUtsg.o’cd, the reqiu-.v 

■ bred in (I) and 1 2 > above may be one. 

- weed that it is reduced to writing -uni sun 

* 1 - d to If QUA (DAM! UK ) within 72 hours 

1 • bfc is endangered, d-ubi as to the leys! 

•mil propriety of the request od assistant 
dr - this procedure should t *» resolved in .favor 
!'• -oviding the assistance. 

l ,. Procedure 17. Assignment of intelligence 
'■"'intel to other agencies, a. Applicability 
This procedure applies to the ait- 

■ sent ot DA intelligence personnel to other 

- i.-'es within the federal government. This 
"-■-'lure does not apply to- -- 

*.l> Assignment to state or local govern- 
i---- . corporations or other private organic- 

■■•) Assignment to another agency nith.u 
.•neliigenee conununity when p.. ( rt of U . , - 
•• '■ o! - the assignment is to gain experience 

■ anoivtedge about the activities of the other 
;..-y. (Keporting or report in tbs context 


AH 38 1. -10 

operation or personnel of an agency that is not 
available publicly.) 

A Policy. Employees of Army intelligence 
components who are assigned to work for and 
iraler the direction of another agency of the 
h-dcrai government will conduct themselves 
ior tiie duration of their assignment as if they 
wero employees of that agency. Any responsi- 
bilities to provide information to or services 
ior DA will he slated expressly and made a port 
A the terms of the assignment. 

c. Prucc lured. 

(1) Assignment of employees of Army in- 
u'h genee components to other agencies within 
ill icderal government is governed by DOD 
Ihmdive 7 000.17. The memorandum of agree- 
nc'id concerning such assignment and required 
uy subsection D(fi)U') (1 ) of the Directive shall 
iir-hule — 

(a) An identification of the Anry intel- 
ligence component from which the employee 
ha s been assigned by DA. 

(b) A statement delineating ihe cm- 

oe s responsibilities, if any, for reporting 

* ' b'-e i)A about m: Iters that come to the em- 
ic-o.vccs attention while on assignment outside 
Ihe Department. 

(2) Other than is permitted by the terms 
m i ho memorandum of agreement pursuant to 
Did.' Directive 1000,17, an employee of an Army 
ii.ieiligenee component on assignment to an- 
olher agency of the federal government may not 
report to any Army component the operations 
or personnel of the agency to which the em- 
ployee is assigned. 

(8) Auer completion o! an assignment to 
u.odun agency of the federal government and 
return to DA, an employee remains under the 
rmne restrictions, as to reporting, that applied 
mIk-u the employee was on aueh assignment. 

2- IS. Procedure 18 . Experimentation tu human 
•subjects, a. A pi Ikauihty and scape. 

(■) This proa dure applies to cxp.rimen- 
alion on human subjects if such experimenta- 
'.i"ii is condrered by or on behalf of any Armv 
intelligence component. This procedure t oea md 
app.y to exp* rimentation on animal subjects. 
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a research, development, or related nctivn. that 
may expose an individual to the possibib:.y of 
injury (including: physical, psychological, or 
social injury) that increases the ordinary risks 
of daily life for the subject (including: l h rec- 
ognized risks inherent in a chosen occupation 
or field of service), or that temporarily ad- 
versely affects a person’s mental or physical 
condition, 

(3) Experimentation is conducted "on be- 
half of” an Army intelligence component if it is 
conducted under contract to that component or 
to another Army component for the benefit of 
the intelligence component, or at the n quest of 
such a component regardless of the existence 
of a contractual relationship. 


trlligence; 

(c) Any functions in Rup]>ort of the 
collection and production intelligence; or 

('!) The conduct of special activities by 
the military services in armed conflict or to 
military deception operations targeted, for mili- 
tary purposes, against a hostile for eign power, 
(2) Conspiracy in this context has the 
same meaning as in the criminal law context 
and requires an overt act. Neither the term 
‘‘assassination” nor the term "conspire” in- 
clude military or civilian measures against on- 
going international terrorist activities (which 
is a defined term (see glossary) and should be 
construed strictly), aircraft hijackings, or in 
response to danger of substantial physical harm 


(4) Human subjects in this context in- 
cludes any person regardless of whether the 
person qualities as a, US person. 

6. Policy. Army intelligence components may 
conduct experimentation on human subjects 
only when an important foreign intelligence or 
Cl purpose is to be served, only after the in- 
formed consent of the subject has been obtained 
in writing, and only in accordance with guide- 
lines issued by the Department of Health and 
Human Services setting out conditions that 
safeguard the welfare of the subjt c is, and other 
applicable regulations. 

c. Procedure. Army intelligence components 
may not engage in or contract for evj-orimo.n- 
tation on human subjects without prior ap- 
proval of the Secretary or Under Secretary of 
the Army. 


to any person. These terms do not apply to 
actions of the military services in the execu- 
tion of lawfully ordered military operations. 

(H) Diplomatic and military attache activ- 
ities means the representational, information 
gathering, and reporting adivities performed 
by diplomatic and military attache personnel 
abroad. 

(4) Production of intelligence means -the 
process of developing “intelligence products" 
which is a defined term, (see glossary). 

(5) Special activities m ;ui activities con- 
dueled abroad in support of national foreign 
policy objectives that are d< bgned to further 
official US programs and pohcics abroad; that 
are planned and executed so that the roie of the 
United Slates Government it not apparent, or 
acknowledged publicly and functions in support 
of such activities, but not including diplomatic 



2-19. Procedure 13. Special activities a. Ap- 
plicability and scope. 

(1) This procedure applies to the conduct 
and support of special activities by A; my intel- 
ligence components. This procedure also applies 
to other Army components that provide support 
for special activities conducted by Dot) intel- 
ligence components and other agencies within 
the Intelligence Community. These procedures 
do not apply to — 

(a) Diplomatic or military attache ac- 
tivities conducted by DOD. 


------- — v >.• » •vivi.j 

and production of intelligence or related sup. 
port functions. 

(fi) Support, when used in this context, 
means the provision of assistance in the font 
of transportation, training, supplies, equipment 
or expert personnel. 

6. Policy. No Army intelligence component 
will participate in the conduct or support U 
special activities. No other Army compere 
will provide support for special activities 
upon the specific direction of the Secretary f> 
Under Secretary of the Army and the Secret^. 
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Boards, Commissions and Committees 
HIGH PERFORMANCE REVIEW PROCEDURES 

i : i ..ng 1982 and 198.3, In keeping with the US Army Intelligence and Security 
tv.:- mand (INSCOM) goal of "extraordinary performance,,"’ and seeking t:o move the 
ccnnand to a level which exceeds commonly defined parameters of performance , 
the INSCOM conducted a .study of high performing organizations and programs in 
the public and private sectors. Several technologies, management techniques, 
t re ining experiences and programs were identified for further evaluation with 
respect to their potential to contribute to the development of extraordinary 
individual and unit performance w:htn r.he Command. This regulation contains 
IN: COM policies and guidance for that evaluation, establishes procedures for 
thr^use of INSCOM personnel as volunteers in evaluating and implementing high 
pel. terming human systems and pro\ Idas guidance for commanders and supervisors 
in further implementing and evaluating those high performing human systems. 
Supplementation of this regulation is permitted only after prior approval has 
been obtained from this Headquarters, ATTN: IASJA. 
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Paragraph Pa 


ainees 


PROCEDURAL GUIDANCE 

Technical reports — 

Advising the Medical. Resear 
and Development Command - 

Informed consent — 

Minimum standards 

More than minimal risk 

Contractors or vendors 

Requests for exceptions 

Expedited review categories 
Expedited review procedures 


INACOM HUMAN TECHNOLOGY REVIEW LIARD (HTRB) ACTIVITIES 
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General criteria for membership 

General committee activities 

Avoiding possible conflicts of Lntere 
Criteria for INSCOM HTRB approval — 

Special considerations of sen 
Suspension or termination 
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; t — 
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3-1 

j ■} - 

3-2 

3- 1 

3-3 

3 - % 

3-4 

3- I 

3-5 

3 - 1 

3-6 

3 t 

3-7 

3-1 

3-8 

3- 1 

3-9 

3-1 

3-10 

3- !. 

3-11 

3-1 

3-12 

3-- 

3-13 

3-2 

3-14 

a.v 

3-15 

3- 

4-1 

f 

• i 

4-2 

4 - 

4-3 

.K . 1 

4-4 

4 • 

4-5 

4 

4-6 

‘4 

4-7 •' 

4 • 

4-8 

'■4 -* " 

4-9 

- ■ 

) 

i-1 

5-1 

1-2 

5-1 

-3 

5- ’ 

-4 

5--! 

-5 

5- 1 

-6 

5-*:: 

-7 

S- 

-8 

V-3 


i 'erras and Abbreviations — 
'ormat for Preparation of 
Volunteer Agreement, Part 
r olunteer Agreement , Part 


a r<< 


arch F'rjtot-ol 


it 


A- I 

P~ 

C-1 

Dr i 


Approved For Release 2000/08/08 : CIA-RDP96-00788R001 5001 40004-8 


Release 2000/08/08 : CIA-RDP96-00788R00n«00i14^4&ion 15-3 


Chapter 1 

GEN : I I NFORMATION 

' * Purpose . This regulation contains INSCOM policies and guidance for the 
evaluation and implementation of high performing human systems within the com- 
mand, It — 


a. Promulgates procedures and guidance for the use of INSCOM personnel 
as volunteers in the evaluation of high performing human systems; 

b. Establishes and implements a review process which is consistent with 
AR 70-25; 


c. Insures the continued evaluation of INSCOM activities to assure that 
the provisions of AR 70-25 are being followed; 

d. ' Establishes procedures to obtain a health hazard assessment prior to 
approving an INSCOM protocol Issued as required herein; arid 

e. Promulgates INSCOM policies and procedures to assure that INSCOM com- 
ponents do not engage in or contract for experimentation on human subjects in 
violation of Procedure 13, AR 381-10. 

.-2. Applicability . This regulation applies to all elements of the INSCOM. 
<“d. References. 


a. AR 70-25, Use of Volunteer:: as Subjects of Research. 

b. AR 381-10, US Army Intelligence Activities, 

c. AR 70-31, Standards for Technical Reporting. 

Scope . 

a. Nothing in this regulation is intended to supersede requirements for 
health hazard or other safety reviews required by any other regulations or di- 
rectives. 

b. The procedures, policies and guidance contained In this regulation 
pertain to the following: 


(1) Behavioral studies, research and/or testing Involving human sub— 
j cts, regardless of whether conducted by INSCOM, a contractor, or other agency 
utilizing INSCOM funds . 


(2) Inc bus lot. of human subjects, whether 
■ 1 J "C t of research, regardless of r -,e level or risk 
7 testing or s tut v of matters assoc luted with the 


ns the direct 
involved, in 
missions and 


or Indirect 
the devol op- 
functions of 


1-1 
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the INSCOM, or the application of non-trarf l clonal ideas and technologies Lr 
achieving high performance of human resources. 

(3>; The investigation of programs nd technologies to enhance organ- 
izational an<^ individual excellence where sui h investigation involves the 
elusion of human subjects as their object. 

1-5 . Exempt I ans . 

a. Research, testing and studies in which human subjects are involved In 
one or more of the following categories are exempt from this regulation. 

(1). 3onaf ide activities under the sponsorship of another Department 
of the Army component and involving surveys cr interviews where all of the fol- 
lowing conditions exist: 

(a) Responses are recorce^ In such a way that subjects canr' ■ 
be identified directly or indirectly. 

(^) The subject's responses, if they bee one known, would r >: 
place the subject at risk of criminal or civil liability or damage the sue • 
ject s financial or social standing or ample v-thllity. 

(c) The activity does not r : -a I. with sensitive aspects of th" 
subject's own ! behavior, such as illegal conduct, drug use, sexual behavior, ro- 
use of alcohol. 

(2 ; | Research which involves the u r- e of educational tests, provl d 
che data is recorded in such a way that: t hr- subject.- cannot he identified ' 
rectly or inclrcctly. 

(3) i Research in non-INSCOM educat l)nal settings which involve norm 
educational piactices, such as 

i 

(a) Regular and special educ n: tonal strategies. 

| 

(b) The effectiveness or the comparison among: techniques of in- 
struction, curricula, or classroom methods. 

(4) | Follow-up debriefings, interviews, tests, or evaluations to de- 

termine how well participants have learned the information or skills transmit 
ted by training or instructional activities p-eviously attended by the sublet- 
thereof . ’ ‘ ‘ 

b. Exemptions of other activities from this regulation, even where such 
activities may, be exempted from other s .mil r tog. In t tons or directives, shal' 
not be considered valid for INSCOM purposes r less and until confirmed ’by the 
INSCOM Human technology Review Board as p- e-cribed elsewht re in this regula- 
tion. 
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Chapter 2 
RESPONSIBILITIES 

~'' L * APE- r -°_yi. n 8 off i cials . The Commanding General, the Deputy Commander, In- 
i. : ! Hgence, and the Deputy Comma ndt r, Support, are the designated INSCOM ap- 

)u uving officials. Only these officials may approve the use of human subjects 
ir. research. 


*■ • Com ma n d e r s nr d 5 t a ff Element Head:?. Commanders at all 

i'.'SCOM, heads of Headquarters staff elements, office chiefs 
1 >rs (hereinafter referred to only as commanders and staff 
responsible within their respective functional areas for — 


levels within the 
and program direc- 
element heads) are 


a. Insuring that the provisions of this regulation are institutionalised 
into their organizational procedures and practices. 


b . 

involving 
o 1 i Icial. 


Insuring that no persons engage in 
human subjects without the express 


or contract for experimentation 
approval of an INSCOM approving 


IffSCOH Human Technology Rev iew Board ( HTRB ) . The INSCOM HTRB is res non- 
-> i hie for — * " ™ “* 


a. Observing written procedures for the following: 

(1) Initial and continuing review of research, including the reports 
°" findings and actions to the investigator and the approving official. 

(2) Determination of those projects which must be — 

(a) Reviewed more often than annually. 

(b) f e rifled from sources other than the investigators that no 
- '"‘rial changes have occurred since the previous HTRB review. 

(3) Prompt reporting to the HTRB of proposed changes in the re- 

' rch ’ and to the irRB aad approving official of unexpected problems involving 
. : <s to the subjects or others. 


b. Insuring that changes in approved projects (during the period for 
' ' ‘ :h approval has already been given) are not initiated without HTRB review 
'•a. opt to eliminate immediate hazard;; to a subject. “ ' 


c . 

r" m: hers 
r " oved , 


Reviewing proposed protocols at meetings attended by a majority 
except when an expedited review is used. For the protocol, to be 
it will receive the approvu of a majority of those members 'present . 


of 

ap- 


r < 


d. Reporting to the CG any r 
a i remen ts and determinations found 


otis or continuing 
by investigators. 


nonconpliance 


with HTRB 
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e. Conducting a continuous review of --sear.-b ?r v inf.r^i . 

per to the decree ,, tisk, but not less t J!lCC pei year. " 

each if' th * •>/ a ihlrc party „f rho consent proc cis • 

eacn lrt/estigutlon, as appropriate. v 

s *«psi.'irt^sst aar^-waJs: 


col. 


(1), Not reduce the eafegoerds or hiMltlons, and approve the proto - 


(Z,) Require additional safeguards. 

(3) Disapprove the protocol. 

action and'nlvjl^" Pr ' ,t0C ° l “ “ “«"«>-» authority fo • 

tit; J&P7&1&£\ L n and a 

the CG inf or pod of HTtB act ivltl ^ 0 "^ 1 a"* chjIrln R aTRB “eetings, keepin 
HTRB regular members to the CG. ’ rucouuend log approve 1/diaapproval of 

^• ^^ ' SFSSd i&d&r. 'f; • — - 

of the HTRB 1. res pons tole for - ' ° ' lecutlv<! 

graph 2-3 rCS|W “* lblltt ‘« > C '»« "™ P™« ihed fn-p.ro- 


b. Pr ; paring and distributing the 
members. 


■ •a far each meeting to all HIT. > 


. C * _ n I " !iirlng that a11 HTRB “embers are afforded the opportunity to co- 
ent on HTRB ret ions conducted under expedited review procedures. 


2-6. Regul a r_ j jTKB_ rnemb e r s h i p . The INSCOM nc.sopq nr«?Piro nreev* r. .. „ 

Chaplain and l^COH WoTTm each ...pons, Me foi iKAS' 

, ff‘ *,2",“*' °a t , h * HTRB - «“**»•« »a fro., their reape, t. 
tire staffs, subordinate command functional counterpart staffs, or may bet’m 

(DCSPPMwJ A -' HpnC T/a'< Nominatlon3 wiU bf submitted to the HTRB Chairperson 
or C me!«L! -Pp^vai/disapproval by the CC. Nominations may be by letter ‘ n* 
or message, and will contain the Information required by paragraph a, below! 

S5':;:,;np ™es r.v, oto 


2-2. 

Approved For Release 2000/08/08 : CIA-RDP96-00788R001 5001 40004-8 



Approved For Release 2000/08/08 : CIA-RDP96-00788R001 5001 40004-8 

'■' « February 1984 USAINSCOM Regulation 15-3 

b. Nominees will normally be military officers in the grade of 0-5, or 
if rbjve, or civilian employees, GS--1 3 or above. Nominees will have diverse back- 

I rounds to insure thorough review of research studies involving human volun- 
leers as research subjects . Nominees should be of varied racial and cultural 
backgrounds . Nominees should hive displayed sensitivity to such Issues ns com- 
munity attitudes, and respect for id vies and counsel and for the rights and 
welfare of human subjects. 

c. Confirmed nominees will serve as HTRB members for an indefinite term, 
‘'"id will be expected to have final authority to 3 peak on behalf of their activ- 

i 1: y . 

F.x officio H TRB membership. The incumbents of the following positions 
will serve as ex officio, non-voilng members of the HTRB: 

a. Chief, CENTEX. 

b. , ' Command Psychologist. 

c. Chief, Human Technology Office. 

d. Chief, Public Affairs Office. 

■’-1. Ad hoc HTRB membership. The following will serve as ad hoc members of 
the I NS COM HTRB: 

a. The Staff Advisor for Scientific and Cryptologic Affairs. 

b. A physLcian, as approved by an INSC0M approving official ('para 2-1), 
Physician nominees lor ad hoc membership will be provided as requested by the 
Chairperson. 

Principal investi gator. 'Hie principal investigator for each project 
covered by this regulation is responsible for — 

a. Maintaining adequate records on the following: 

(1) Receipt, storage, me and disposition of all investigational ma- 
terials and devices. 

(2) Case histories that record all observations and other data im- 
portant to the study. 

(3) Volunteer agreement documents. 

b. Preparing progress reports, including annual reports, as determined 
by the approving author! ry and the IMSCOM HTRB. 

c. Promptly notifying the approving authority, through the I VSCQK HTRB, 
of any adverse effects caused by the research. 
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d. Injuring that the research has been approved by the proper author l tv 
and the INSCvti I1TR3 before starting, changing or extending a study. 

e. In firing that all subjects, including those used as controls or the 1 
representati .^s , are fully informed of the nature of the research to inclu 
potential risks to the subject. 

f. Insuring that investigational materials and devices are administered 
only to subjects under his or her personal supervision and that of a previously 
approved associate Investigator. 

g. Insuring that volunteer recruiting teams are briefed as to the nature 
of the research and the ethical principles In this and related regulations. 

2 " 10 * Marchers of volunteer recruiting te ams. Members of volunteer recruitl 


In 


teams are responsible for — 

a. Establishing volunteer requirements prior to recruitment, 
b * Undertaking recruiting in a morally, ethically and legally acceptab 


wanner . 


rconitor . The medical monitor of each project is responsible f< 
and is hereby delegated the authority to ten: cite the effort if — 

a. Subjects are at risk of life or li; 

b. It appears the risk is significantly greater than anticipated at th 
time of review and approval of the project. 
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Chapter 3 


POLICIES 

j • l * Ge neral . Experimentation ? n solving human technology or human subjects 
■ nducted by or on behalf of any LSCOM component may be undertaken only with 
informed consent, of the subject, and in rceordance with guidelines issued 
tv the Department u ; Health and t: truin Cervices (IXIHS), setting out conditions 
safeguard the welfare nf such sub ; nets . The provisions of this regulation 
- cstitute INbCOM implementation c* these guidelines » 


' Ap proval . IM>C0M components na> not engage in or contract any research 
■o' testing involving human auoject:; without advance approval through the INSCOM 
■ 'B by an INSCOM approving offlci , cr higher level official, where appropri- 
'• Thin approval Is required regard less of the degree of risk involved. 

Ri sk determinati ons. The INLCOM HTRB will render all risk determinations 
i -• warding INSCOM research or test J r.g involving human subjects . 

■ ‘ • Rl s u ve r s u s 1 one tit. The uncree of potential risk involved in any pro** 
,* >: t will never exceed the expect-.* j benefits of that effort , 


' ! * Mo ral, ethica l and le gal concents ♦ The moral, ethical and legal concepts 
- ' the use of human, subjects will be followed an outlined in this regulation. 

.uuntary consent of each human subject is essential. Military personnel are 
•ut subject to the Uniform Code of Military Justice (UCMJ) for choosing not to 
< *. xc part as human subjects. 


! '* Fully informed subjects . Only persons who are fully informed and volun- 

' r to take part may be used as human subjects in INSCOM research and testing 
.activities. 


" ’ * Us e of nor. Ub citizens. Research nay be conducted outside the US that 
i. . o Lvcs non-US citizens; however, all requirements of this regulation applic- 
• :c to * mman subjects shall be equally applicable to non-US citizen human sub- 
. c s. 


o f, pri soners of war and d >.■ t a 1 nccs . The use of prisoners of war and 

■' . ninees as human research "sub j ec r“is’’pr'oh ibi ted . 

Me d ical ca re . Volunteers will be authorized all necessary medical care 
’ ' 1 -<-n jury or disease that is the proximate result of taking part ;.n approved 
- S .1 COM research or testing activities. 

• u • Sta ted object ives. Each project will te designed to achieve its stated 
V iectl ves . The proposed number of subjects will be the mini mum needed to in— 
■"■e that statistically significant, results are obtained. 


Phy s ical a o d r e r. t a l s uf fer 1 


bach project will he conducted In such a 


ii.mer as to avoid unnecessary '"phy* lea 1 and mental suffering. Preparations 
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'^bl be made and adequate facilities provided to protect the subject and f r. 
veatigators .fgainst all foreseeable injuries, disabilities, or death. A pr; 
ject will notj be conducted if any reason exists to believe that death or Injur 
will result . J The degree of potential risk will never exceed the expected ben 
fits of the project. 

3 ~ i2, Qualifications of investigators . Only persons judged qualified by i;l 
appropriate approving authority' wtil concur]; human subject s tudies. The phys 
eian responsible for the health and welfare of the subject may or may not 5 
the principal investigator . The physician in authorized to .stop the project 
any time he or she believes that injury, disability or death may result/ 

3 ^ * Minot s » Minors may not be involved an human research subjects withoui 


IB. 


advance approval, in each case by the I MS TOM 

3-14. Recruiting of volunteers . Volunteer recuiting will be accomplished 
personnel responsible for the conduct or the particular project, or as othe 
wise specifically approved by the INSCOM UTin , 

3-15. Protocol guidance. 


a» Eac^h approved protocol will be re tewed at least annually and on 
continuing basis as determined by the INSCOM HTRB. Annually means once e.u. 
12-month period. 

b. Tht» decision as to whether a research protocol involves more th 
minimal risk shall be made by the INSCOM HTR 15 . 


c. Th^ research protocol will In- 
structions contained at: appendix B. 


prepared in accordance with the 
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Chapter 4 

PROCEDURAL GUIDANCE 

^ ^ * Technical reports . Technical reports will, be prepared as prescribed in 
AR 70-31 and follow the format of MIL-STD- 84 , A. When applicable, these reports 
will contain the following statement:: 

For the protection of human subjects, the 
investigators have adhered to the policies 
of AR 70-25 concerning the use of volunteers 
as research subjects. 

4 t . . Adv is ing the M edical Research and Development Command. Two copies of 
technical reports of study will" bo^forvardod to the Commander , US Army Medical 
Research and Development Command, ATTN: SGRD-HR, Fort Detrick, Frederick, 
Maryland 21701. When HQD^ approval, or higher, is required, information 
copies of material forwarded for approval will also be furnished to the office 
above. These will include as a minimum, two copies of the protocol, a copy of 
the volunteer agreement and all minutes of 1NSC0M HTRB meetings reviewing the 
proposed project. 

^ ijpt roed consen t. Subjects will be given adequate time to review and un- 
derstand all information before agreeing to take part in a project. The volun- 
teer agreement documents will be written in Language that is easily understood 
by _the subject. The documents listed below will be discussed with each subject 
before his or her acceptance. 


a. The Volunteer Agreement (append' x C). 


b. 


The Explanation Portion of the Volunteer Agreement (appendix D) 


Minimum standards . The laws, customs and practices of the country in 
which the research is conducted will take precedence over procedures' required 
by thin regulation, where applicable. The project must meet the sane standards 
° l: ethics and safety, however, that apply within the US involving US citizens. 
When standards vary, the more stringent will apply. A minimum age of 18 is re- 
quired for US citizens taking part in research conducted outside the US, re- 
gardless of the laws of the country in which the effort is being undertaken, 

^ ^ * More tha n minimal ris k. When Lt has been determined that the risk In a 
human subjects study is no re than minimal, then advance approval Is required 
through HQDA (DAMI-CI) by the Secretary or Under Secretary of the Army. In ad- 
dition, a medical monitor shall be recommended by the INSCOM HTRB and approved 
by the CG. ' 


Cont rac tors or vend ors. Contractor:; or vendors holding 
assurance of compliance shaiT" be cons idered In compliance with th 
in the absence of such an assurance, a special assurance will 


approved DU If 4 
is regulation., 
be negotiated 
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with the contractor or vendor. In all -rises , however, the I VS COM HTRB roust ap- 
prove the INSCOM participation in or utilizition of such contractors or ven- 
dors . 

4-7. Reque sts for exception s. Requests for exceptions to this regulation will 
be submit Pedate the INSCCM HTRB Chairperson (D0SPPM) with full justification. 

| 

• Expedited review categories . Categories which may be processed in the 
expedited review procedures are as follows: 

a. Recording of data from subjects who are IS years of age or older, 
using Ron-invasive procedures routinely employed in clinical practice. This 
category does not include exposure to electromagnetic radiation outside the 
visible rang’ (e.g., X-rays, microwaves), Lt does Include — 

« 

(1) The use of physical sensors that are applied either to the sur- 
face of the oody or at a distance and do not involve Input of matter or signif- 
icant aroouhts of energy into the subject or ari invasion of the subject's pri- 
vacy. 

(2) Such procedures as -- 

(a) Weighing. 

(b) Electrocard iography . 

( c ) E lo c t roe no e pha logr a ph y . 

(d) Thermography. 

(e) Detection of naturally occurring radioactivity. 

(f) Diagnostic echography, 

(g) Electroretinography . 

b. Vo^ce recorcings made for research purposes such as investigations of 
speech defects, improvement in language utilization, etc.. 

c. Moderate exercise of healthy volunteers. 



d. Stydy of existing data, documents , records, pathological specimens, 
cr diagnostic specimens. 

e. Minor changes in previously ap proved research during the period for 
»hich approval has been authorized. 

•<~9. Expedited review procedu res. Under an expedited rev lev? procedure, the 
HTRB Chairperson, or one or more HTRB reviewers designated hy the chairperson, 
the review. These reviewers may exercise all of the authorities 
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| 
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the HTRB except that of disapproval , which may only be exercised as pre- 
en bed elsewhere in this regulation. 

a. When the expedited review procedure is used, the reviewer') will fur- 
.'‘i complete copies or all their actions and related materials (e.g., research 
; ar *» Protocol, etc.) to all other numbers of the HTRB. The HTRH "chairperson 
•!1 submit a written report of expedited review actions to the CO within ten 
or king days of approval action. 


i ' t 

f an 


b. An expedited review procedure may be restricted or suspended to pro- 
the rights or welfare of subjects at any time based upon either direction 
approving official or request by any member of the HTRB. 
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Chapter 5 

INSCOM HUMAN TECHNOf OGY REVIEW BOARD ACTIVITIES 

- ", , Composition of the HTRB. Me ::be rship in the INSCOM HTRB wil l, cons ist of 
o chairperson; at least six oth . r regular members, appointed by the CO from 
.".mg the nominations submitted iu accordance with paragraph 2~'? and 2-8, 

■■■ be ve , or from other source s ; an e xecut i ve secretary; and such other ex officio 
r ;,u- ad hoc members as prescribed !n chapter 2, above. One regular member will 
>..* not affiliated with the INSCcM and not part of the Immediate family of a 
pason affiliated with the INSCOM. 

c ' , General criteria for membership . At least one member of the HTRB will be 
f rota a prof esslon7posi tion/activi ly primarily concerned with the welfare of bu- 
rn i n persons. At least ore member will be non— sclent if ic , such es a lawyer, 
ethicist or member of the clergy. THE INSCOM HTRB may invite persons with spe- 
cial competence to assist in the review of complex issues that: require exper- 
tise beyond that available on the HTP B ♦ These persons normally will not vote, 

unless he. or she Is serving as the non- INSCOM member of the HTRB. 

5-3. General committee ac t: i vl 1 1 e 17 . Each regular and ad hoc committee member 
shall have one equal vote, and the entire committee will be vested with the re- 
sponsibility to determine if a proposed activity is acceptable. Acceptability 
will be in terms of Army Medical Department (AMEDD) commitments and regula- 

tions, applicable law, standards cf conduct and practice, and with full consid- 
eration for the particularly sensitive nature of the INSCOM* s role as an Intel- 
it erica component. 

a. At least five voting manner a will be required to constitute a quorum 
if each committee meeting. 

b. All actions of the committee will be by majority vote of members 

)>-- : sent . 

Avoiding possible confl icts of inter est . 

a . Except to provide inf or:, a! ton requested by the HTRB , no INSCOM HT RB 
.. c aber may take part, in a review of any project which is sponsored :,y that netn- 
b-*r * s organization or office of employment or assignment, or in which there may 
otherwise be a conflict or appearance of a conflict of interest. 

b. The intended approving official may not he a member of the HTRB. The 
approving official may not approve research for which he or she is also a prin- 
cipal or associate investigator. A higher echelon of command must review and 
approve such projects. 

- 5 • Criteria for I NR C OM H TR B a pproval . ' 

a. In evaluating the risks and benefits for projects under considera- 
-ion, the INSCOM HTRB should consider only those that may result from that 
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partlcai,,- project, unless a clou- II., ■ h;1 , established to other 0; 

detemln . If approve an effort covered I,.- this rogaUtl-m, the INSCOH HTn „ 
det-rrain.^ that all of the requirements below are met. 

(1) Risks to subjects are minimized by using procedures that a:. ■ - 

easarily oaposc^ub ! ' 0 ““ *“«» — *> ' " 

when appropriated b * 1 " 8 "** 4 aub!ects for 

(2) Risks to subjects are reasonable in relation to — 


result. 


(a) Anticipated benefit-:, if any, to the subjects. 

(b) The importance of the knowledge that may be expected ‘ 


, (3) making an assessment for the selection of subjects, the -:p, 
sor has adequately considered — J , 


(a) The purpose of the investigation. 

ductedt The octtin g in wblc ‘ ! Ci ’« research investigation will he c- 

(4) Informed consent will be secured from each subject. 

(5) Informed consent will be properly documented. 

coll erf** The P f 0C0C ° 1 takes a ' !e '« uat « Provisions for monitoring th > d. 

collected to insure the safety of the sub loots. ■' 6 

. „ / 7) u Ade( > uate provisions exist n protect the privacy of subl- 
to maintain the confidentiality of data when a r: n opriate. 

JulnerSrr-f™ 2 ^ all of the subjects • , 
affillnM special considerations of sensitivity because of past asstg- -nr 
affiliations, etc. In such cases, additional safeguards will be inch-' 

11° Cm l » fl8ht ! ^ WClf<ire ° f th ‘- In no instance it i! * 

or sevprp V v 3 ?V° 3ny researcb wlltc!l involves the use of persons with ..:u- 
ticnally d isad^a^itaged . raenCa "'" lllneS:? ’ those wl ‘° ar « economically or educ 

5-7. Suspension or termination of a pr .. n., : ? . 

a. The IMSCOM will suspend or terminate a project that — 
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(1) is not being conducted according to the HTRB’s requirements. 

(2) Has been associated with unexpected harm to the subjects. 

b. Suspensions or f.erminac < '»ns of a project will include a statement ol 
t he reasons for the HTRB * s action, and will be reported within 24 hours to the 
principal investigator and the approving official. 

1-8. Records, 

a. The HTRB executive secretary will prepare and maintain adequate docu- 
ments on HTRB activities, including — 

(1) Copies of all proposals reviewed, scientific evaluations that 
accompany the proposals, approved sample consent documents, progress reports 
submitted, by investigators, and reports of injuries and adverse reactions. 

(2) Minutes of HTRB me* tings showing attendance; actions taken by 
the TNSCOM HTRB; Lie vote of the so actions, including the number of members 
voting for, against, and abstaining a decision; the basis for requiring changes 
or disapproving a project; and a writ ten summary of the discussion of contro- 
verted issues and their resolution . 

(3) Records of continuing review activities. 

(4) Copies of all correspondence between the HTRB and project inves- 

; 1 1 o r s . 

(5) A current list: of FT RB members. Members will be identified by 
vi, earned degrees, veprasentar tve capacity and experience, such as board 

certifications and licenses. The information will be complete enough to des- 
cribe each member's chief expected contributions to HTRB reviews. Any employ— 
n.- it or other rel at torshlp between members and the INSCOM will be noted. 

(6) Written procedure;' , Including agendas, expedited review proce- 
h.ras , etc., for the HTRB. 

(7) Statements of sign Liu. cant new findings. 

b. Tiie records required by this regulation will be retained permanently 
t.nier AR 340-18-13. Such records will be reasonably accessible for inspection 
a iv,: copying by authorized DA personnel and representatives of the Federal Food 
■ oil., Drug Administration, 
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APPENDIX A 

TERMS / vr D -ABBREVIATIONS 


Section I - Terns 


A-l. Approving official. The IKSC0M Commanding General, Deputy Commander,^ In- 
telligence, Depu ty "Commande r , Supoort, or higher level official, who has been 
delegated authority to approve the use of human subjects in cescarci. 


A- 2. Associate inv estigator. A verson who may be deeply involved in the exe 

cu : ion of research but does not have overall primary responsibility. 


A- 3 . Consent . 
ject: 


The legally effective agreement to take part as a human sub~ 
The agreement may pertain to one’s own participation or be in behalf of 
another person. Three terms associated with this meaning that distinguish be 
tween the' legal validity of such agreements are subject consent, permission, 
and assent. These terms are defined below. 


a * Subject c onsen t . 
legal capacity to consent to 
sent pertains only to adults 


Agreement by an adult person who has autonomous 
taking part as a human subject. This form of con- 
v/hc have not lost their legal capacity to consent. 


b. Permission. Agreement by a ’’legally authorized representative for 

taking part as a 'ITuman subject of another person who does not possess eutono- 

"u :;3 legal capacity to consent; in his or her own behalf. A legally authorized 
> npresentat Lve is a person or judicial body authorized under applicable law to 
/’rant permission (also known as third-party consent). 


h fi! 


;>r 

Wh 


c. Assent. Tee affirmative agreement to take part as a human subject by 
person not possessing autonomous Legal capacity to consent in hj.:> or her own 
naif , but who is capable of understanding what is proposed and able to ex- 
css an opinion as to wtllingnw.n to participate. Assent is concurrence in 
•it is proposed, but is net a substitute for subject consent because, unlike 
ascot, assent has no legal effect. 


A- a. Exp erimenta tion. Any research or testing activity Involving human sub- 
jects that may expose such subjects to the possibility of permanent or temper 
ary injury (including physical or psychological damage and damage to the reau- 
c cion of such persons) beyond the risks of injury to which such subjects are 
ordinarily exposed in their daily lives. 


A—S. Expedited review procedures ■ Those procedures used in research involving 
no more than minimal, risk and those used for minor changes in approved invesui 
ga Cions. These procedures minimize time required for review. 


A-o. Health care practitioner. At individual trained to interact with pa— 
cl. -tits to p r o v i d e "" d"i~ i o"s 1 1 treatment procedures within established profes- 
sional standards. 


A-l 
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Ur u ° : ^ t: ; 

facts of a ^ system on , ?5 JeCC8 "T ^ Cesearch is *> determine the e f- 
ticular int Jr copat io’n tech! n ^ exa ®P le . psychological effects of a par- 

t..t 1. contiucAd^ h “/Li AV‘ ? "'- 1> ^ r m , iT ’ dlreCt ° b3ects “ ho " ‘ 

•/««■ Mocjrliw, tr IlX“ S «'») * [ ’ erforaa "“ •* * 


A -8. Human 


and continu^ 
fulfills all 
It ia fundanj 
guidelines ^ 
authority as 
human subjec 
In the CG, , 
their respec: 
tions of val 
this authori 


Technology Review Board Ql TRB) . 
ng review of research involving 
the functions of a human use c. 
.-vitally similar to an Institution 
ssued by the DHHS for human ref 
compared to an IRB. Within DuC 
■. s in research is vested in com-., 
;nd has been delegated to the L- 
tive functional control. Appro 
idly constituted HTREs . Outside 
:y. 


A body set up to provide initi 
tie use of human subjects. HT 
-unit tee a.s described in AR 70-2 
a I Review Board (IRB) discussed 
earc.h , but has somewhat differs 
, authority lo approve the use - 
nders. In the INSCOM it is vest:. 
cb-I and DCG-S for matters un-h 
/Ing officials act on recommend. 
1,0 D, IR«3 tend to be vested vi- 


al 
i 1 


TJtL'Sirzh A r!rson or Judlclal « <=th 0 r b».>, 

- - suss? -r s 

A-iO. Me^:£l_^itor_. This person is a militant or Department of ch, ir. 

coLucr^/ rprch." h ° ** r “ P ° 0SlMe »“<*«. during 

A-ll. Minimal risk. When used in the context of this -eeulatinn H, (a 

S-S“ '“• = ; 

InntLn or\«t,! 8 t*"™™ •« P'^tcl or psychological exam- 

^ Ptfnc i pal in vestigator . A person, regardless of title who 4 ... 

responsible tor the actual execut ion of the research. * primari5 ” 

^ Written ’ detailed plan by which research is to be re- 
dacted. The plan contains, as a minimum , discussion of — ^ 


a. The objectives' of the project. 

b. The information to be collected. 

c. The means by which it will be col : , . red an.! evaluated. 

d. An assessment of potential risks and benefits to subjects. 

A- 2 
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e. Safety measures. 

f. Other means t:o be used to reduce the risks to subjects. 

Re search . A. systematic in '‘as t igatlon designed to develop or contribute 
to general knowledge concerning military or intelligence problems., The term 
Iocs not include individual or group training of personnel such as combat read- 
iness, effectiveness, proficiency or fitness exercises. This definition is 
unique to this regulation a £*ld is not intended to identify an effort for funding 
uivier appropriations intended for Research, Development, Test and Evaluation 
i.DTE). "Research’' in the sense applied in this regulation will be funded 
- . ording to the project, effort, etc., to which it applies. 

■ 1 ' * Research and d e velopment . Any scientific inquiry, investigation, or 
' ! Idation performed or directed" to test hypotheses or develop concepts con- 

< ' r..ing physical or biological print’ f pals or laws. Research is a major explor — 1 
,ii :,;in of ' the unknown and contains unpredictable elements. Development .usually 
:u. confined to the qualification or elaboration of known principals. 

e- 5 0 . Systematic. .1 nvostlgnt lon. A formal inquiry generally described in a 
protocol that sets forth explicit objectives and formal procedures designed to 
n: -ich those objectives. The term includes clinical investigations., but does 
art include post-training or post- therapeutic inquiries intended only to evalu- 
ate individual progress or responsiveness to training or therapy. 

: 7 * Test and 0 va .1 ua t i o ri . An effort; or assessment, to validate proposed or 
existing standards or concepts of performance, either of humans or c T material. 

' w?3 * Test particip ants. Humane iircetly involved in test and evaluations, 
bit who are not themselves the direct object of such activities. Generally, 

*■ k ' ’■ r P<*t ticlpants arc 1 not regardec. as re ceiving any direct benefits as a result 

ol their participation in the test (for example, a new doctrine or training 
concept). 


A- "1 
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Section. II 



CENTEX' 


CER- 
DA' — 
DARC0M 

DCS PER- 


- Abbreviations 

IH par t.-ra nt of the Array Assistant 
Chief of Staff, Intelligence 

Array Medical Department 

US Array Research Institute for the 
Behavioral and Social Sciences 

The I NS COM Center for Excellence 

Code of Federal Regulations 

Department of the Array 

US Array Materiel Development and 
Research Command 

The INACOM Deputy Chief of Staff for 
Personae 1 


DCS PPM 


DOSOPS 


DdHS- 


H RTF 


HTRB — 
INSCOM- 


The INACOM Deputy Chief of Staff 
for VI. ma, Programs and Modernization 

Th ;• I NSC DM Deputy Chief of Staff 
for O-peracions 

Depart, unit of Health and Human Services 

The I NSC DM High. Performance Task 
Force -no longer constituted) 

The INACOM Hunan Technology Review Boar 

US Arm.' lntelli.ger.ee and Security 
Command 



Major Array command 
Iht: 1NSC0M Sia 1 f Judge Advocate 
The Surgeon General of the Army 
United , rates 


Appro 
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APPEND IX 3 

FORMAT FOR PREPARATION OF A RESEARCH PROTOCOL 


Section I 

GENERAL INFORMATION 

1. Project title . (Enter complete project title -- If this is an amendment: cp 
an existing project „ identify by indicating "Amendment No. to" immediately 
preceding the title). 

2. Invest igators . 

i 

a. Principa l investigator. (Enter full name, rank, title, organization 
and telephone number). 

b. ' A ssociate Investigat ors . (Identify all associate investigators and 

area of the project for which each is responsible. Include full name, rank, 
title, organization and telephone number for each). 

3. Location of t he project. (Identify all locations at which the project will 
le carried out and spec fly which portions will be done at each location and who 
is the point of contact at each location. Include telephone number for F’OC). 

4. Period covered by the p roject. (Give month and year of expected start and 
completion dates). 

Section II 
IMTRCOUCTICN 

5. Sy nops is . 

a. (Enter a short , one-page or one-paragraph, summary of the proposed pro- 
ject, similar to the abstract of a scientific paper). 

b. (Enter a list and brief description of safety measures for human sub- 
jects involved in th.i project). 

6. Medica l application . (Explain briefly the medical importance, including 
psychological considerations, and possible usefulness of the project). 

7. Objective s . (State briefly but specifically the objectives of the pre- 
lect. Include items below, where applicable) . 

a. Study design. (Double-blind , crossover, etc.). 
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b * Co employed . (List: tie generic technologies to be em- 

ployed in | the project). 


erved) . 


Tvpe of popvil a tion i nvolve s . (List the subject population to be ob- 


( State what has been accomplished or published in the proposed 
re of stud:.' and describe how this project will relate to, differ from and/or 
'.hvr.'dce which haa already been accomplished). 

' ' BlbI 1 qg ra l ) hy « (List all references used in preparing the protocol). 

i0 * Autho r 1 t 7 . (Cite the specific authority for the INSCOM Co engage in this 
project. Indicate date of approval, and if not yet approved, indicate specific 
approval authority needed for this project. Identify any POC in approval au- 
thority ,s .organization with whom coordination lias been effected. 

Section III 


PROTOCOL PLAN 


11. General approach. 


a. (Outline expected accomplishments in sufficient detail to show a clear 
course of (action). 

t. (Include discussion of the technological validity of the proposed re- 
search procedures). 

c. (List the chronological steps to be taker.). 

l, *‘ Project subject s.. (Give as a minimum the information below). 

a * .?.)!(? be .— -?-L_ suB . 1 1 ? c t s . (Indicate the t otal number of subjects expected r a 

complete the study). 

b . Agg rang e . 

c . Sex . 

* d * . . I JS.j^ U8ion crlte £l£.* '.State specific and detailed reasons for inclusion 
of subjects* by class, or individually, as appropriate). 

e ‘ Diagnostic criteria for entry. 


f ’ gx4^--- on 5 b ' f ~ ° re e r ■ 1 ry • (Include any physical or psychological exam- 

inations, medical history, etc., which is to be done on each subject before 
entry into the project). 
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g. Exclu sion criteria. (Include a complete list: detailing tie subjects, 
diseases, medications’] etc”., which onstitute the criteria for exclusion from 
the project). 

h. Source of subjects. (Describe briefly where subjects will be ob- 

. , nod). 

i. Subject ide ntific ati on. (Describe code system, if any, which will be 
lu-uti in the project). 

j . Subject assessment. (Describe the methods used to assign or allocate 
t: .* object of this research to particular subjects). 

k. Risks and benefits. (DU cuss the analysis of risks and benefits to 
’cLjects and to those conducting r.h :• research) . 

l. Minimization of ri cks. (Discus 3 the precautions to be taken to mini- 
mize or eliminate risks to subjects and those conducting the research). 

tn. Correctiv e actions. (Describe hypothesized adverse reactions and cor- 
rective actions expected to be taken if such adverse reactions occur). 

n. Special equ ipment. (Describe any special medical or nursing care or 
equipment needed for subjects admitted to the project). 

' " ‘ Project technologies . 

a. (State the complete name and description of all. technologies t:o be 
used, including procedures for thc H r application). 

b. (Identify the source of all technologies and related items, devices, 
etc. List all components and manufacturing and quality control plans/ 
procedures , where applicable). 

c. (Identify the methodology for application, if different from procedures 
described above). 

d. (State the schedule, admin Latent Lon and duration of each aspect of the 
rzo jeet ) . 

e. (Describe in detail accompany i ng devices amd their intended use. Iden- 
? : ■ >■ whether these a re classified ns medical devices and whether the medical 
h ‘vices amendment to the Federal Food, Drug and Cosmetic Act applies). 

f . (Discuss labeling to medics 1 devices, where applicable) . 

1 - Evaluations made durl ivy and I r I lowing the project . (A project schematic. 
ro.iv be included, or the l terns may i,> j is ted as indicate:! below. In either 
cv. no , it is important to Ldent Ify the person who will perform each evaluat Ion) . 
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a. Specimens to be collected. 

aj Schedule of collections. 

* 

(2) Evaluations to be made on s pe»' tnr.ung ♦ 

(3) S torage . (If applicable, si at. where and if special condition 
are required:..) 

(4 ) Labeling and disposition . 

(5) Laboratories \ erformlng eva Lu. tt Ions . 

(6) Sped al~ precautions . 

b. Clinic al /behavio ra l assessments , (It. dude how adverse effects are : 
be recorded,!. 

C. ViC tjtl signs. (State when desired and the frequency). 

d . Fol : ow-up proc edure s . 

e. Disp osi tion of data . (State location and duration of storage. Inclrl 
pertinent I "for" mat ion regarding Privacy Act and AR 381-10 considerations, 
applicable) 

f. Methods used for data collect i or . (Irate critical measurements used a 
end points" "to character*! ze' safety, efficacy or equivalency). 

15. Departur e from protocol for individual su bjects . 

a. Whe n allowe d . (Use flexible, but definite criteria. If none is to b 

allowed , so state), •' 

b. Who will be notified . (Include both those regarding the indivtdm 
subject, if appropriate, and those elsewhere within the INSCOM. Must notify ■ < 
least the HTRB). 

16. Adverse reactions. (Must correlate with paragraph 12m,, above). 


a. Defln 

it ion of subject reactions. 

b. Imme d 

late reporting procedures. 

c. Rout.i 

ne reporting procedures. 

d. Poten 

tial post-project adverse n 
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Section IV 
ADMINISTRATION 

Modification of protocol . v Describe the procedure to lx: followed to 

■ 'dify , terminate or extend the protocol). 

of unuse d pro lect material. (Give a statement pertaining to 
* spotlit ion of unused project mat cvfuf and devices, if applicable). 

lS ’ Publications and repo rts. (Describe use, including potential res fric- 

tions, of information and public.it 1-mis and reports arising from the: project). 

“ f ' 1 ‘ (Identify source of funds and any special or unusual funding im- 

plications). 


' Me dical m on ito r . (State the none and telephone number of medical monitor, 

<m applicable ) . 

' Protocol review . (Identify "he luman use committee or Institutional re- 

■ ; uw board which will provide initial, continued and annual review of this pro- 
col). ‘ ' 


( l ignature) 

•. ••nme , rank and organization of pa : son sub.ai tt ing protocol) 


If; nature) 

1 ’ • ! '“® * rank and organ! cation of principal investigator) 


i. c immature) 

, l ace, rank and org ( -:ni zaTiorT^r~jpp‘:r 


Ac tach ment s 

A -• Proposed Volunteer Agreement 

B — Proposed Explanation Portion of the Volunteer Agreement 

~ Review of Scientific and Human Research Issues (if applicable) 
Biographic Sketch or principal and associate investigators 
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APPE.NDIX C 
VOLL'WTEEK AGREEMENT 
Part A 


I, __ , having attained my eighteenth 

■ hth) birthday, and otherwise h.-.vCiig full capacity to consent, do hereby vol- 
•■fteer to participate In an invert ip, at ion study entitled: 


•her the direction of 



The implications of my voluntary participation; the nature, duration and 
or pose, and the methods and means by which it is to be conducted; and the in- 
conveniences and hazards to be ex pi c tad have been thoroughly explained to me by 

, and are see forth in Pert B of this 

.-.reement , which I nave signed. I h ive been given the opportunity :o ask qu.es - 
! ons concerning this investigative study, and any such question-, have been 
uawered to ray full and complete nr - 1 Lsfact ion. 

I understand that 1 may at: any t Iran during the course of this investigative 
1 -fy revoke ray consent, and withdraw from the study without prejudice; how- 
■’-r, I may be required to undergo certain further examinations , if, in the 
pinion of competent authority, u icfi e-carainat Ions are necessary for my health 
r well being. 


Signature 


Date 


Witness's > t q n u t u r e 


Date 


C- L 

Approved For Release 2000/08/08 : CIA-RDP96-00788R001 5001 40004-8 


f % 


Approved For Release 2000/08/08 : CIA-RDP96-00788R001 5001 40004-8 

US A INS COM Regulation 15-3 

Ik February 


THIS PAGE INTENTIONALLY LEFT BLANK 




C - 1 

Approved For Release 2000/08/08 : CIA-RDP96-00788R001 5001 40004-8 



• f 1 i 

Approved For Release 2000/08/08 : CIA-RDP96-00788R001 5001 40004-8 

2-i February 1984 USAINSCOM Fe gu la t ton 15-1 

* APPENDIX d 

V01 .UN7EER AGREEMENT 

Part B 

Explanation Portion of the Volunteer Agreement 

1. Project title. (The title of the project and the place where it is to be 
conducted ) . 

2. Principal inves t ig ator. (Must agree with the protocol). 

3. Discussion . (A statement that the study involves research. An explanation 
cf the purpose of the study and the expected duration of the subject's partici- 
pation. A description of the procedures to be followed. An identification of 
any experimental procedures. A statement giving information about prior, simi- 
lar, or related studies that provide the rationale for this project). 

4. Risks or discomforts . (A description of any reasonably foreseeable risks; 
or discomforts to the subject). 

5* Benefits ♦ (A description of any benefits to the subject or to others that: 
mi/ reasonably be expected from the study). 

6. Alternative pro cedu res . (A disclosure of proper alternative procedures or 
courses of, treatment, if applicable,, that might be advantageous t:o the sub- 
ject) • 

i, Confident iallt y of records. (A statement describing the extent, if any, to 
waich confidentiality of records identifying the subject will be maintained. 
Also, if more than a minimal risk is involved, a statement that authorities 
outside the US may Inspect; the records). 

i • Subject's rights . (An explanation of whom to contact for answers to perti- 
rent questions about the study and the subject's rights and whom to contact in 
Cue event of study-related injury to the subject). 

5. Voluntary p ar tic ipat Ion . (A statement that — 

a. Participation is voluntary. 

b. Refusal to participate will, involve no penalty or loss of benefits to 
vh'ch the subject is otherwise entitled. 

c. The subject nay discontinue participation at any time, without penalty 
loss of benefits to which the sjbject; Is otherwise entitled). 

< ' - Compensation an i medical tre atment . (For a study involving more than nln- 
: ; \ risk, an explanation as to wb.-thec any compensation and medical treatment 
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are available if injury occurs .and, if so, v.ut t they consist of, or where fur 
ther information may be obtained). 

1 * Additio nal com ments . (When appropriate, one: or more of the elements c 
information, below will also be given to etch subject:. 


a. A statement that a certain treatment or procedure may involve risks r 
the subject, - or to the embryo or fetus If the subject is or may become preg 
aunt - that are currently unforeseeable, 

b. The, anticipated circumstances under which the subject's particlpatio 
may be terminated by the investigator without regard to the subject's consent. 

c. Any additional costs to the subject that may result from participat ie 
in the study. 


d. The consequences of a subject's decision to withdraw from the study ar: 
procedures for the orderly end of the subject's participation. 

e. A statement that new findings develop'd during the course of the stud 
which cculd I'iffect the subject's willingness to continue will be given to, th 
subject. 


f. The a 


pproximate number of subjects Involved in the, study. 


g. The precautions to be observed by the subject before and after th 
study.) : 
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The proponent of this regulation is the Staff Judge Advocate 
Users are invited to forward comments and suggested improve- 
ments on DA Form 2028 ( Recommended Changes to Publications 
and Blank Forma) to this Headquarters, ATTN: IASJA. 
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